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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address -- 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 



- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and wilt expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 



3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) E1 Claim(s) 1-12 is/are pending in the application. 

4a) Of the above claim(s) 12 is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) ^ Claim(s) 1-11 is/are rejected, 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 



If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(aHd) or (f). 

aOAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 11 9(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) ^ Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1 ) S Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) O Information Disclosure Statement{s) {PTO-1449) Paper No(s) . 6) □ Other: 



Status 



1)13 
2a)n 



Responsive to communication(s) filed on 08 July 2003 . 

This action is FINAL. 2b)|3 This action is non-final. 



Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 !)□ The proposed drawing correction filed on is: a)n approved b)n disapproved by the Examiner. 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 04-01) 
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DETAILED ACTION 

Election/Restrictions 

1. Applicant's election without traverse of Group II wherein X is oxygen, m + n = 2, 
and B and B' are a pyrimidine of general Formula lib in Paper No. 4 dated July 8, 2003 
is acknowledged. 

2. Claim 12 is withdrawn from further consideration pursuant to 37 CFR 1 .142(b) as 
being drawn to a nonelected species, there being no allowable generic or linking claim. 
Election was made without traverse in Paper No. 4 dated July 8, 2003. 

Information Disclosure SUitement 

3. The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1.98(b) requires a list of all patents, publications, or other 
information submitted for consideration by the Office, and MPEP § 609 A(1) states, "the 
list may not be incorporated into the specification but must be submitted in a separate 
paper." Therefore, unless the references have been cited by the examiner on form 
PTO-892, they have not been considered. 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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5. Claims 1-5, 8, and 10-11 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

The term "effective amount" has been held to be indefinite when the claim fails to 
state the function which is to be achieved and more than one effect can be implied from 
the specification or the relevant art. 

Claims 4, 5, and 8 recite limitations drawn to the administration of the 
dinucleotide compound to places other than the eyes. There is insufficient antecedent 
basis for this limitation in the claims. 



Double Patenting 

6. A rejection based on double patenting of the "same invention" type finds its 
support in the language of 35 U.S.C. 101 which states that "whoever invents or 
discovers any new and useful process ... may obtain a patent therefor ..." (Emphasis 
added). Thus, the term "same invention," in this context, means an invention drawn to 
identical subject matter. See Miller v. Eagle Mfg. Co., 151 U.S. 186 (1894); In re 
Ockert, 245 F.2d 467, 1 14 USPQ 330 (CCPA 1957); and In re Vogel, 422 F.2d 438, 164 
USPQ 619 (CCPA 1970). 

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in 
scope. The filing of a terminal disclaimer cannot overcome a double patenting rejection 
based upon 35 U.S.C. 101. 

7. Claim 1-11 are rejected under 35 U.S.C. 101 as claiming the same invention as 
that of claims 1-9 of prior U.S. Patent No. 5,900,407. This is a double patenting 
rejection. 

The instantly claimed invention differs from the invention of the '407 patent in that 
the method is not drawn to a method of mucin production but rather is limited to a 
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method of stimulating tear secretion from lacrimal tissues; however, the actual 
methodological steps are the same. Both methods require the administration of a 
compound of Formula II into the eyes. Although the '407 patent is silent on stimulating 
mucin production, products of identical chemical composition cannot have mutually 
exclusive properties. A chemical composition and its properties are inseparable. 
Therefore, if the prior art teaches the identical chemical structure, the properties 
applicant discloses and/or claims are necessarily present. In re Spada, 91 1 F.2d 705, 
709, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990). Therefore, the method as disclosed by 
the '407 patent inherently results in the stimulation of mucin production. 

A reference anticipates a claim of a patent if the reference contains adequate 
directions for the practice of the invention claimed. In construing the process claims in 
suit and the references, it is an identity of manipulative operations (i.e. administering to 
the eyes of a subject an effective amount of a compound of Formula II), which leads to 
a finding of anticipation. The scientific explanation for an invention is unimportant in 
considering patentability. De Forest Radio Co. v. General Electric Co., 283 U.S. 664, 
686, 9 USPQ 297, 304 (1931). More specifically, in order to anticipate a claimed 
process, a reference need not disclose the scientific effects which are inherent to the 
process. See Templeton Patents, Ltd V. J.R. Simplot Co., 336 F.2d 261, 142 USPQ 
428 (9*^ Cir. 1964). See also Nossen et al. v. United States, 152 USPQ 619 (US CICt 
1967). 
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Conclusion 

8. Claims 1-12 are pending. Claim 12 is withdrawn from further consideration as 
being drawn to a nonelected species. Claims 1-1 1 are rejected. No claims are allowed. 

9. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Gilbard et al. US Patent 4.868,154 is representative of the state 
of the art at the time of the instant invention. The Gilbard patent teaches a method and 
preparation for the stimulation of tear secretion wherein said preparation contains a 
melanocyte-stimulating hormone. 



Application/Control Number: 10/010,055 
Art Unit: 1623 



Page 6 



Contacts 

Any inquiry concerning tliis communication or earlier communications from tlie 
examiner should be directed to Patrick T. Lewis whose telephone number is 703-305- 
4043. The examiner can normally be reached on M-F 10:00 am to 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached on 703-308-4624. The fax phone number 
for the organization where this application or proceeding is assigned is (703) 872-9306. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone nun;^r is 703-308- 
0196. 



Patrick T. Lewis, PhD 

Examiner 

Art Unit 1623 

ptI 






aAies O. Wilson 

ervisory Patent Examiner 



